AMENDED IN SENATE MAY 2, 2006
AMENDED IN SENATE APRIL 17, 2006

SENATE BILL No. 1475

Introduced by Senater—Figuereoa Committee on Business,
Professions and Economic Development (Senators Figueroa

(Chair), Aanestad, Florez, Morrow, and Simitian)

February 23, 2006

therefor—An act to amend Sections’ 4104, 4162, 4180, 4181, 4182,
4190, 4191, 4192, 4546, and 4548 of the Business and Professions
Code, relating to the healing arts.
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LEGISLATIVE COUNSEL’S DIGEST

SB 1475, as amended, Figuerea Committee on Business,
Professions and Economic Development. Healing arts.

) (1)

regulation of pharmacists by the California State Board of Pharmacy
and makes a violation of the act a crime.
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Existing law requires every pharmacy to have written policies and
procedures for detecting certain impairments or drug-related acts
among licensees employed by or with the pharmacy.

This bill would instead require every pharmacy to have written
policies and procedures for addressing those impairments or acts by
those licensees.

Existing law requires an applicant for a wholesaler license to submit
a surety bond or other security to the board, as specified.

This bill would exempt a government-owned and operated
wholesaler from that requirement.

Under existing law, specified clinics, including surgical clinics, may
purchase drugs at wholesale for administration or dispensing to the
clinic’s patients. Existing law requires these clinics to maintain certain
records for at least 7 years for inspection and to obtain a license from
the board. Existing law specifies that each license is to be issued to a
specific clinic and for a specific location. Existing law requires those
clinics, when applying for a license, to show evidence that a
professional director, as defined, is responsible for the provision of
pharmacy services. Existing law also requires those clinics, other than
surgical clinics, to retain a consulting pharmacist to perform specified
tasks, including certifying in writing, at least twice a year, that the
clinic is or is not operating in compliance with specified requirements,
and requires the most recent certification to be submitted with the
clinic’s license renewal application.

This bill would instead require those clinics to maintain those
records for at least 3 years and would require a separate license for
each clinic location. The bill would expand the definition of
“professional director” to include a dentist or podiatrist in certain
circumstances. The bill would require a clinic to notify the board of
any change of address, any change of the board of directors of a
clinic’s nonprofit corporation or, in the case of a surgical clinic, any
proposed change in ownership, as specified, and any change in
professional director. The bill would require surgical clinics also to
retain a consulting pharmacist to perform those specified tasks. The
bill would require a consulting pharmacist to provide the certification,
with any recommended corrective actions, in writing quarterly and to
keep the certification on file for 3 years. Because the bill would
specify additional requirements under the Pharmacy Law, a violation
of which would be a crime, it would impose a state-mandated local
program. The bill would make other technical changes.
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(2) Existing law, the Psychiatric Technicians Law, provides for the
licensure and regulation of psychiatric technicians by the Board of
Vocational Nursing and Psychiatric Technicians, imposes specified
fees in connection with the issuance of licenses by the board, and
authorizes the board to fix certain of those fees within specified
minimums and maximums. Existing law requires the board to pay all
revenue received into the State Treasury for credit to the Vocational
Nursing and Psychiatric Technicians Fund. Existing law prohibits the
board from maintaining a reserve balance greater than 3 months of the
appropriated operating expenditures of the board in any fiscal year.

This bill would delete that prohibition and reduce the minimum
amount of certain fees fixed by the board.

(3) The California Constitution requires the state to reimburse local
agencies and school districts for certain costs mandated by the state.
Statutory provisions establish procedures for making that
reimbursement.

This bill would provide that no reimbursement is required by this
act for a specified reason.

Vote: majority. Appropriation: -yes-no. Fiscal committee: yes.
State-mandated local program: yes.

The people of the Sate of California do enact as follows:
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SEC6-

SECTION 1. Section 4104 of the Business and Professions
Code is amended to read:

4104. (a) Every pharmacy shall have in place procedures for
taking action to protect the public when a licensed individual
employed by or with the pharmacy is discovered or known to be
chemically, mentally, or physically impaired to the extent it
affects his or her ability to practice the profession or occupation
authorized by his or her license, or is discovered or known to
have engaged in the theft, diversion, or self-use of dangerous
drugs.

(b) Every pharmacy shall have written policies and procedures
for addressing chemical, mental, or physical impairment, as well
as theft, diversion, or self-use of dangerous drugs, among
licensed individuals employed by or with the pharmacy.
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(c) Every pharmacy shall report to the board, within 30 days of
the receipt or development of the following information with
regard to any licensed individual employed by or with the
pharmacy:

(1) Any admission by a licensed individual of chemical,
mental, or physical impairment affecting his or her ability to
practice.

(2) Any admission by a licensed individual of theft, diversion,
or self-use of dangerous drugs.

(3) Any video or documentary evidence demonstrating
chemical, mental, or physical impairment of a licensed individual
to the extent it affects his or her ability to practice.

(4) Any video or documentary evidence demonstrating theft,
diversion, or self-use of dangerous drugs by a licensed
individual.

(5) Any termination based on chemical, mental, or physical
impairment of a licensed individual to the extent it affects his or
her ability to practice.

(6) Any termination of a licensed individual based on theft,
diversion, or self-use of dangerous drugs.

(d) Anyone participating in good faith in the making of a
report authorized or required by this section shall have immunity
from any liability, civil or criminal, that might otherwise arise
from the making of the report. Any participant shall have the
same immunity with respect to participation in any
administrative or judicial proceeding resulting from the report.

SEC+-

SEC. 2. Section 4162 of the Business and Professions Code is
amended to read:

4162. (a) (1) An applicant, that is not a government-owned
and operated wholesaler, for the issuance or renewal of a
wholesaler license shall submit a surety bond of one hundred
thousand dollars ($100,000) or other equivalent means of
security acceptable to the board payable to the Pharmacy Board
Contingent Fund. The purpose of the surety bond is to secure
payment of any administrative fine imposed by the board and any
cost recovery ordered pursuant to Section 125.3.

(2) For purposes of paragraph (1), the board may accept a
surety bond less than one hundred thousand dollars ($100,000) if
the annual gross receipts of the previous tax year for the
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wholesaler is ten million dollars ($10,000,000) or less, in which
case the surety bond shall be twenty-five thousand dollars
($25,000).

(3) A person to whom an approved new drug application has
been issued by the United States Food and Drug Administration
who engages in the wholesale distribution of only the dangerous
drug specified in the new drug application, and is licensed or
applies for licensure as a wholesaler, shall not be required to post
a surety bond as provided in paragraph (1).

(4) For licensees subject to paragraph (2) or (3), the board may
require a bond up to one hundred thousand dollars ($100,000) for
any licensee who has been disciplined by any state or federal
agency or has been issued an administrative fine pursuant to this
chapter.

(b) The board may make a claim against the bond if the
licensee fails to pay a fine within 30 days after the order
imposing the fine, or costs become final.

(c) A single surety bond or other equivalent means of security
acceptable to the board shall satisfy the requirement of
subdivision (a) for all licensed sites under common control as
defined in Section 4126.5.

(d) This section shall become operative on January 1, 2006,
and shall remain in effect only until January 1, 2011, and as of
that date is repealed, unless a later enacted statute, that is enacted
before January 1, 2011, deletes or extends those dates.

SECS:

SEC. 3. Section 4180 of the Business and Professions Code is
amended to read:

4180. (a) (1) Notwithstanding any provision of this chapter,
any of the following clinics may purchase drugs at wholesale for
administration or dispensing, under the direction of a physician
and surgeon, to patients registered for care at the clinic:

(A) A licensed nonprofit community clinic or free clinic as
defined in paragraph (1) of subdivision (a) of Section 1204 of the
Health and Safety Code.

(B) A primary care clinic owned or operated by a county as
referred to in subdivision (b) of Section 1206 of the Health and
Safety Code.
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(C) A clinic operated by a federally recognized Indian tribe or
tribal organization as referred to in subdivision (c) of Section
1206 of the Health and Safety Code.

(D) A clinic operated by a primary care community or free
clinic, operated on separate premises from a licensed clinic, and
that is open no more than 20 hours per week as referred to in
subdivision (h) of Section 1206 of the Health and Safety Code.

(E) A student health center clinic operated by a public
institution of higher education as referred to in subdivision (j) of
Section 1206 of the Health and Safety Code.

(F) A nonprofit multispecialty clinic as referred to in
subdivision (I) of Section 1206 of the Health and Safety Code.

(2) The clinic shall keep records of the kind and amounts of
drugs purchased, administered, and dispensed, and the records
shall be available and maintained for a minimum of three years
for inspection by all properly authorized personnel.

(b) No clinic shall be entitled to the benefits of this section
until it has obtained a license from the board. A separate license
shall be required for each clinic location. A clinic shall notify the
board of any change in the clinic’s address on a form furnished
by the board.

(c) A clinic’s nonprofit corporation shall report to the board
the addition or deletion of a member of the board of directors.
The report shall be submitted within 30 days of the addition or
deletion on a form furnished by the board.

SECO:

SEC. 4. Section 4181 of the Business and Professions Code is
amended to read:

4181. (a) Prior to the issuance of a clinic license authorized
under Section 4180, the clinic shall comply with all applicable
laws and regulations of the State Department of Health Services
relating to the drug distribution service to insure that inventories,
security  procedures, training, protocol  development,
recordkeeping, packaging, labeling, dispensing, and patient
consultation occur in a manner that is consistent with the
promotion and protection of the health and safety of the public.
The policies and procedures to implement the laws and
regulations shall be developed and approved by the consulting
pharmacist, the professional director, and the clinic
administrator.
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The dispensing of drugs in a clinic shall be performed only by
a physician, a pharmacist, or other person lawfully authorized to
dispense drugs, and only in compliance with all applicable laws
and regulations.

SEC-16-

SEC. 5. Section 4182 of the Business and Professions Code is
amended to read:

4182. (a) Each clinic that makes an application for a license
under Section 4180 shall show evidence that the professional
director is responsible for the safe, orderly, and lawful provision
of pharmacy services. In carrying out the professional director’s
responsibilities, a consulting pharmacist shall be retained to
approve the policies and procedures in conjunction with the
professional director and the administrator. In addition, the
consulting pharmacist shall be required to visit the clinic
regularly and at least quarterly. However, nothing in this section
shall prohibit the consulting pharmacist from visiting more than
quarterly to review the application of policies and procedures
based on the agreement of all the parties approving the policies
and procedures.

(b) The consulting pharmacist shall certify in writing quarterly
that the clinic is, or is not, operating in compliance with the
requirements of this article. Each completed written certification
shall be kept on file in the clinic for three years and shall include
recommended corrective actions, if appropriate.

(c) For the purposes of this article, “professional director”
means a physician and surgeon acting in his or her capacity as
medical director or a dentist or podiatrist acting in his or her
capacity as a director in a clinic where only dental or podiatric
services are provided.

(d) Licensed clinics shall notify the board within 30 days of
any change in professional director on a form furnished by the
board.

SECL:

SEC. 6. Section 4190 of the Business and Professions Code is
amended to read:

4190. (a) Notwithstanding any provision of this chapter, a
surgical clinic, as defined in paragraph (1) of subdivision (b) of
Section 1204 of the Health and Safety Code may purchase drugs
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at wholesale for administration or dispensing, under the direction
of a physician, to patients registered for care at the clinic, as
provided in subdivision (b). The clinic shall keep records of the
kind and amounts of drugs purchased, administered, and
dispensed, and the records shall be available and maintained for
a minimum of three years for inspection by all properly
authorized personnel.

(b) The drug distribution service of a surgical clinic shall be
limited to the use of drugs for administration to the patients of
the surgical clinic and to the dispensing of drugs for the control
of pain and nausea for patients of the clinic. Drugs shall not be
dispensed in an amount greater than that required to meet the
patient’s needs for 72 hours. Drugs for administration shall be
those drugs directly applied, whether by injection, inhalation,
ingestion, or any other means, to the body of a patient for his or
her immediate needs.

(c) No surgical clinic shall operate without a license issued by
the board nor shall it be entitled to the benefits of this section
until it has obtained a license from the board. A separate license
shall be required for each clinic location. A clinic shall notify the
board of any change in the clinic’s address on a form furnished
by the board.

(d) Any proposed change in ownership or beneficial interest in
the licensee shall be reported to the board, on a form to be
furnished by the board, at least 30 days prior to the execution of
any agreement to purchase, sell, exchange, gift or otherwise
transfer any ownership or beneficial interest or prior to any
transfer of ownership or beneficial interest, whichever occurs
earlier.

SECH12

SEC. 7. Section 4191 of the Business and Professions Code is
amended to read:

4191. (a) Prior to the issuance of a clinic license authorized
under this article, the clinic shall comply with all applicable laws
and regulations of the State Department of Health Services and
the board relating to drug distribution to insure that inventories,
security  procedures, training, protocol  development,
recordkeeping, packaging, labeling, dispensing, and patient
consultation are carried out in a manner that is consistent with the
promotion and protection of the health and safety of the public.
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The policies and procedures to implement the laws and
regulations shall be developed and approved by the consulting
pharmacist, the professional director, and the clinic
administrator.

(b) The dispensing of drugs in a clinic that has received a
license under this article shall be performed only by a physician,
a pharmacist, or other person lawfully authorized to dispense
drugs, and only in compliance with all applicable laws and
regulations.

SEC13:

SEC. 8. Section 4192 of the Business and Professions Code is
amended to read:

4192. (a) Each clinic that makes an application for a license
under this article shall show evidence that the professional
director is responsible for the safe, orderly, and lawful provision
of pharmacy services. In carrying out the professional director’s
responsibilities, a consulting pharmacist shall be retained to
approve the policies and procedures in conjunction with the
professional director and the administrator. In addition, the
consulting pharmacist shall be required to visit the clinic
regularly and at least quarterly. However, nothing in this section
shall prohibit the consulting pharmacist from visiting more than
quarterly to review the application of policies and procedures
based on the agreement of all the parties approving the policies
and procedures.

(b) The consulting pharmacist shall certify in writing quarterly
that the clinic is, or is not, operating in compliance with the
requirements of this article. Each completed written certification
shall be kept on file in the clinic for three years and shall include
recommended corrective actions, if appropriate.

(c) For the purposes of this article, “professional director”
means a physician and surgeon acting in his or her capacity as
medical director or a dentist or podiatrist acting in his or her
capacity as a director in a clinic where only dental or podiatric
services are provided.

(d) Licensed clinics shall notify the board within 30 days of
any change in professional director on a form furnished by the
board.
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SEC-15:

SEC. 9. Section 4546 of the Business and Professions Code is
amended to read:

4546. The board shall report each month to the Controller the
amount and source of all revenue received by it pursuant to this
chapter and at the same time pay the entire amount thereof into
the State Treasury for credit to the Vocational Nursing and
Psychiatric Technicians Fund.
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SEC. 10. Section 4548 of the Business and Professions Code
is amended to read:

4548. The amount of the fees prescribed by this chapter in
connection with the issuance of licenses under its provisions shall
be according to the following schedule:

(@) The fee to be paid upon the filing of an application shall be
in an amount not less than one hundred dollars ($100), and may
be fixed by the board at an amount no more than one hundred
fifty dollars ($150).

(b) The fee to be paid for taking each examination shall be the
actual cost to purchase an examination from a vendor approved
by the board.

(c) The fee to be paid for any examination after the first shall
be in an amount of not less than one hundred dollars ($100), and
may be fixed by the board at an amount no more than one
hundred fifty dollars ($150).

(d) The biennial renewal fee to be paid upon the filing of an
application for renewal shall be in an amount not less than two
hundred dollars ($200), and may be fixed by the board at an
amount no more than three hundred dollars ($300).

(e) Notwithstanding Section 163.5, the delinquency fee for
failure to pay the biennial renewal fee within the prescribed time
shall be in an amount not less than one hundred dollars ($100)
and may be fixed by the board at not more than 50 percent of the
regular renewal fee and in no case more than one hundred fifty
dollars ($150).

(F) The initial license fee is an amount equal to the biennial
renewal fee in effect on the date the application for the license is
filed.

(g) The fee to be paid for an interim permit shall be in an
amount no less than twenty dollars ($20) and may be fixed by the
board at an amount no more than fifty dollars ($50).

(h) The fee to be paid for a duplicate license shall be in an
amount not less than twenty dollars ($20) and may be fixed by
the board at an amount no more than fifty dollars ($50).

(i) The fee to be paid for processing endorsement papers to
other states shall be in an amount not less than twenty dollars
($20) and may be fixed by the board at an amount no more than
fifty dollars ($50).
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(]) The fee to be paid for postlicensure certification in blood
withdrawal shall be in an amount not less than twenty dollars
($20) and may be fixed by the board at an amount no more than
fifty dollars ($50).

(k) The biennial fee to be paid upon the filing of an application
for renewal for a provider of an approved continuing education
course or a course to meet the certification requirements for
blood withdrawal shall be in an amount not less than one hundred
fifty dollars ($150), and may be fixed by the board at an amount
no more than two hundred dollars ($200).
reack:
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SEC59:

SEC. 11. No reimbursement is required by this act pursuant to
Section 6 of Article XI11B of the California Constitution because
the only costs that may be incurred by a local agency or school
district will be incurred because this act creates a new crime or
infraction, eliminates a crime or infraction, or changes the
penalty for a crime or infraction, within the meaning of Section
17556 of the Government Code, or changes the definition of a
crime within the meaning of Section 6 of Article XIII B of the
California Constitution.
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